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FROM 21 CFR 1040.11(c) FOR A

LASER LIGHT SHOW, DISPLAY, DOCKET NUMBER
OR DEVICE

NOTE: NO laser [ight sfiow, projeclion syslem, or device may vary

applivanen in svcordancs with 21 CFR 1010.3.

fram compliznuee with 21 CFR 1040, 11(<) in deaizn of & wilhiout (He Ipprosal of fhis

L. Cnech 3l wpphcable Bosey and Typae or prgy e roguesiad
QIO
2. Submic an onginal amd 19ur {3} vepa.

INSTRUCTIORS
3. M sour applasnen 19 e Dovhas Menasemant Braach {MFA-3US). Foow apd
. Drug Admumstaion, Room 3-62. Sk Fishers Lane, Rockyvillc, MD 2ss7.

. Enber’ Deacumem Namiber of aasignod,

1. NAME OF COMPaANY
Science City At Union Station

2 AROAESS OF COMPANY (imtinle AIP CONE)

T s B o st snlonds v fraeed EFTve wJ B s Ao}

30 West Pershing, Kansas ity M ssouri 64708
3 NamE anD TITLE OF RESPONSIBLE PERSON 4 TELEPHONE o0, (/rmimi wrrm c1aic) ls OATE OF Su8miSSiON
Michael Smith, Technical Manager 816-460-2293 9/10/99
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(0 SyRerd, B¢ AUVIY well Wrvnc w wlrana i fo variv Dot SN 1 0 0ad B0 g ed 18 YT, i tda winey dresd A oA W el @ L0 iy delmlaa |

7 PRODUCT DESCRIPTION ANP USE

a. WST NaME ANDIOR MODEL NUMBERS) FOR THE LASER LIGAT SnOW(S) AND PROJECTOR(S)

OWI SCAN Laser

Projection System Madel 2000 series

D. PRODUCT FOR WHICPH & VA"F\IANCE 1S REQUESTED
[ A LaSER DisPLAT DEVICE

A PROJECTOR FQR 4 LASER LiGHT Snow

TR 4 LasER LaHT SHOW

O emerR oAy

< 0

cl

LASER wiGHT SMOw PRODUCERS

a. PROQUCT IS (NTENMDED FOR USE IN &
X PranETaRwm OR OTHER DOME PROJECTION STRUCTURE
O +treaten
O HGTELMOTEL BALLRGOM OR MEETING ROOM
O siore oispLars
D TRADE SHOW OR CONVENTION
{0 bpiscoTmEQUE OR wWIGNT CLUB
D PAVILION
T inpoon aRENA
{0 ouTpeOR ARENA
D MUSEUM
O ouTDOOR uNENCLOSED AREa
O otnen {Symrotv}

- o, PRAQOUCT |13 INTENDED TO BE UBED
(R AT OnLY ONE Lin) LOCATION
D AT & YVARIETY QF (1w} LOTATIONS
C] QYNMER (hmity)

PROLJECTORS ARE iNTENOED FOR SALE. LEASE, OR LOAN TO OTHER

1. PACDUCT 15 INTENDED TO BE USED AT ANT ONE LOCATION
(X mORE THan 18 DATS
13 MORE Thak 5 BUT NOT MGRE THAN 1§ DAY
3 LE55Tran 5 Dars

g TOUR IS INTENMCED TO RuN FOR
{3 mMoRE Thaw 6 WONTRS
2 14months
D LESS THAN 1 MONTR
TX NOT APPLCABLE (e vy
D OTHER (Sms1ir)

/5\“ _ \f}
h. PRODUCT UTILIZES TRE FOLLOWING LASER eppe% a4
(X #RONT SCREEN PROJECTIONS —
REAR SCRESK PROJIECTIONS
NOLGGRAPTIC DISPLAYS
MULTIPLE REFLECTION/DIFFRACTION EFFECTS
AUBIENCE SCANNING (:ilns un frmisw wiprssnid sots iy Lin'omtin A5l 00 )

REFLECTIONS FROM STATIONARY MiRRORS OF MIRRORED SURFACES
{Bcrer Lhetrres.)

STATIONARY IRRADIATION QF ROTATING m:RROB BALLS. ETC.

SCANMNING IRRADIATION OF RQTATING MiRROR BaLlL3 ETC,
FIBER OFPTK PROJECTIONMS

FOG. SMORE. orR OTHER STATTERING ENNANCEMENT EFFECTS

OTHER 1% 11] = e o e v

0

|
&
-
O
0
B
.
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0

8. LASER RARIATION LEVELS

LASER MEDILM 14s, the=Ve, vic o

wauk LENGTHS wimi PEAK POWER 14 »1e

Mixed Gas Ion Laser 458NM

64 7TNM 3.5 Wwatts CW

91F AN ¥ LASER RaDIATION 1S PULSED OR SCAMNED, CIVE THE PULSE CURATION aND RaTE AND SCANNING FREQUENCY AND AmPUTUOE

Pl ease refer to attachnents

18 AEASON FOR REQUESTING VARIANCE

X COMPUANCE wiTr THE LIMITS OF 21 CFR 1040.1ligs WGWLD RESTRICY THE INTENDED uSE OF ThE PROPUCT BECAUSE COMPLANCE woOULD LimIT THE OUTFLT

PQWER 7O THE SATENT TRAT THE DESIRED EFFECTS WOULLD NQT BE SUFFICTENTLY WISISLE

':: QTHER OR AODITIONAL EAPLANATION (yatsss

SC\A
54@“
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ACCESSIBLE EMISSION LIMITS SPECIFIED IN 2Y CFR 3040,11(c)}
IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.1 Hc) AS FOLLOWS!

. ADVANTAGES TO BE DERIVED FROmM SUCH DEVIATION

U LASER UGHT SHOWS anND DISPLAYS ARE ACCEPTED POFULAR MEDIA IN ENTERTAINMENT AND ME ARTS. USE OF POWER LEVELS N
EXCESS OF THE LMITS IMPOSED BY 21 crr 1040.1 1¢) 1S NECESsSARY 7O ACHIEVE THE REQUIRED EFFECTS N THESE MED1A.
(3 OTHER OR ADDITIONAL ADVANTAGES (desariba and eaplain)

3 EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. [Chock a3 many boxes a5 apply. In flom 16 "Remans,™ justhy any boxss
not chewaed, using IAitional sNeeS A5 pocemssary. S any omar of radlaon that will be used.)

a X ALL LASER PRODUCTS, SYSTEMS, SROWS, anD PROVECTORS WiLl. BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE COND;-
TIONS OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 21 CFR 100218 AND 100212 USING THE REPORTING GUIRES PRO
VIDEO FOA SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE

®.  Q EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO ©THER EFFECTS WiLL BE

ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS. &S
APPLICABLE, MAVE BEEN SUBMITTED.

&
[ @ SC‘R&N!NG. PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (RIGHT SHOW RADIATION) INTO AUGIENCE OR OTHER

WGE iBLE UNCONTROLLED AREAS Witk NOT BE PERMITTED EXCERT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE.
€0, € {ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCREENS.

q. U\S‘EHW!AT!ON LEVELS IN EXCESS OF THE LIMITS OF CLASS | WiLl. NOT BE PERMITTED AT ANy P@INT LESS THAN 3.0 METERS RABOVE
ANY SURFACE UPON wrICH PERSONS OTHER THAN OPERATORS. PERFOAMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5
METERS BELDW OR (N LATERAL SEFARATION FROM ANT PLACE WHERE SUCH PERSONS ARE PERMITTED T0O BE OPERATORS,

PERFORMERS, AND EMPLOYEES wiLL NOT BE REQUIRED OR ALLOWED TO VIEwW RADIATION ABOVE THE LIMITS OF CLASS | OR BE
EXPOSED TO'RADIATION ABOVE THE LibMiTS SPECIFIED IN 21 CFR 1040.31%e).

e. ANY PROOUCT WHICH RELIES ON SCARNING TO MEET ACCESS. EXPOSURE OR PRODUCT CLASS UMITS WL INCORPORATE A SCANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WiLL REACT FAST ENOQUGHM TO PRECLUDE EXCEEDING
THE APPLICABLE LIMIT,

1. & ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT 4ND PERSONAL CONTROL OF TRAINED. COMPETENT OPERATORS). THE
OPERATOR(S) wiLlL

(1) IMMEDIATELY TERMINATE THE EMMISSION Of LIGHY SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;
[2) 8E LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND

(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHC WILL 8E RESPONSIBLE FOR THE TRAINING AND CONDLCT OF THE OPERATOR.
g. K THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO ORTAIN THE INTENDED EFFECTS.

n. g THE PRQJECTION SYSTEM (1.E, THE PROJECTOR AND ALL QTHER COMPONENTS USER TO PRODUCE THE LIGHTING EFFECTS) WILL BE
SECURELY MOUNTED OR IMMOBIUZED TO PREVENT UNINTENDED MQVEMENT OR MISALIGNMENT. BEaM LIMITERS WILL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS. BEaM STOPS, TARGETS, ETC.

E LASER PROJECTORS wilt NOT BE DEMVERED TO ANT OTHER PARTY UNDER AN AGREEMENT OF SALE. LEASE, OR LO&N UNLESS &AND
UNTIL THE RECIPENT DEMORSTRATES THAT THEy HARVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TC
PROAUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

) }Z‘ IN ADDITION TO THE REQUIREMENTS QF 21 CFR 1040.10¢(n), TRE MANUFACTURER OF {ASER PAQJECTORSISYSTEMS WILL PROVIDE TO
PARTIES WHQ PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE WSER'S INSTRUCTIONS FOR SAFE INSTALLATION AnD
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO

SUSMIT THE REQUIRED REPORTS AND AFPLT FOR AND O8TAIN A VARIANCE FROM CDRH PRIOR TO INTRODUCTION iNTG COMMERCE @F
ANY LASER LIGHT SrOwS.

k.  X- THE REQUIREMENTS OF 21 CFR 1002301kl AND (21 wit.l BE ACCOMPLISHED THRQUGH THE USE OF WRITTEN PROCEDURES FOR SETUP
ALGNMENT, TESTING, AND PERFQRMANCE OF EACH SHOW, THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM-
PUANCE WITH 21 CFR 1040.12. THE CONDITIONS OF THIS VARIANCE. AND THE CONTROL OF ACCESS TO RADIATION areas USING ThHE
PROCEDURES DESCHIBED 1N THE ANSI Z136.1 STANDARD QR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE.
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHEHR EQUIVALENT USER CONSENSUS STANDARD AND. WHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS, L.ASER RADIATION AREAS wrMICH CAN CONTAIN RADIATION LEVELS ABOQVE THE LIM|TS SPECIFIED IN 21 CFR
10401 (c). wiLL BE CLEARLY iOENTIFIED B8Y THE POSTING OF WARNING SIGNS ANDIOR RESTRICTING ACCESS THROUGH PrYSiCat,
MEANS (SUCH AS PRESSURE SWITCHES. PHOTOCELLS, BARRIERS, QUARDS. ETC.). THESE REGQUIREMENTE aPPLY TO TEMPORARY AREAS
(SVUCH AS DURING SET-U? ANO ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. ThE VARIANCE HOLDER wili. RETAIN
ThHE RECORDS OF TMESE PROCEDULRES AND THE RESULTS OF AU. TESTS AS REQUIRED BY 21 CFR 100231, A COPY OF THE VARIANCE
APPULICATION, THE APPROVAL LETTER. CURRENT PROCEDURES, AND RECORDS AELATING TO EACH PARTICULAR SMOW WILL BE wWiTh

THE OPERATOR OR OTHER RESPONSIBLE DiviDuaL AND WiLlL BE MADE AVAILABLE FOR INSPECTION BY FDa AND OTHER RESPONSH-
BLE AUTHORITIES,

FORM FDA 3137 (3/87)




Dec-01-88 11:24 From= T-526 P.O8/AITF-257

PROVIDING SHOW [TINERARY W(TH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIF [ED, ANDR A& BASIC DESCRIPTION OF
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATIONS will BE MARE 8UT
NOT NECESSARILY BE LIMITED, TO:

{}} THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ-312), 8757 GEORGIA aVvE., SILVER SPRING, MD
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN aDDI-
TION, UNLESS ALL ASPECTS OF EACH SHOW MAVE BEEN REPORTED aND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE wiLL INCLUDE PETAILED DESCRIPTIONS OF EACH SHOW AND A WSTING OF ALL EFFECTS TO GE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPUANCE WITH THE REGULATIONS AND THIS VARIANCE.

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANT PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E. INCLUDING SET-UP,
ALGNMENT, REMEARSaLS, PERFORMANCES, ETC ). IF THE FAA QBJECTS To ANY LASER EFFECTS. THE CBJECTIONS WILL BE RE-
SOLVED AND ANT CONDITIONS REQUESTED BY Fv WILL BE ADHERED TO. IF THESE CONDITIONS CAn NOT BE MET, THE OBJEC-
TIONABLE EFFECTS WiLL BE DELETEDP FROM THE SHOW.

(3) STATE AND LOCAL RADIATION CONTROL OFFICESJAGENCIES FOR AU SMOWS TO BE PERFORMED WITHIN THEIR JNRISDICTIONS. AU
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LQCAL AUTHORITIES WiLtk BE RE-
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL aND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR PEVICES anD
RADIOLOGICAL HEALTH UPON REQUEST)

Y

14. REMARKS

Pl ease refer te attachnments H - x

CERTIFICATION

i CERTIFY :nat &l at 1he BDOv€ Nlermanch ana si31ements are (fue. Compiele, aNQ COMECt 10 tNe Has! Of Ay xNOWIeCSe and ACkNOwIe0ge INAL My
vanance apolucaNCn May 0e denied or My vanance May De revored i s appheaian S ound 1o ha taise. Ausieading. 5r INCOrec! i 3Ny MAILNHA wdy
| nave sybmitag ana will swbmil 3 reporls reduireg oy 21 CFA 1002.10 ang 1002,12 on the lazer equipment ans sA0wiS) § tufther undersianag Inae
may be reqguirag by ragulatian or by the Dyrector. Center for Cevices ang Raiological MeANh. (o supply Swch olher INtOIMAaLON 83 M3y De NECBSSArY (0
svalualeo and act an ms appicauocn

15. SIGNATURE 16. NAME (Typa ar Priry) 17. TITLE

. & L Ward Davis President

FORM FDA 3147 (1187} w US. GOVERNMENT PRINTING OFTICE, 1987-185-695/69119 o



